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DETAILED ACTION 
Notice of Amendment 

In response to the amendment filed on May 3, 2006, the finality of the rejection 
mailed March 6, 2006 is withdrawn. The following new and reiterated grounds of 
rejection are set forth: 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1,11-13, 18-20, 25-26, 34, 42, 59, 69, 72-73, 75, 77, 79-80, 83, 85-87, 92 
and 96 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The term "sufficiently" in claims 1,19, 34, 69, 83 and 87 is a relative term which 
renders the claim indefinite. The term " sufficiently " is not defined by the claim, the 
specification does not provide a standard for ascertaining the requisite degree, and one 
of ordinary skill in the art would not be reasonably apprised of the scope of the 
invention. It is unclear to what degree the elongate member is flexible. 

The term "substantially" in claims 1,11-13, 18-20, 25-26, 42, 59, 69, 72-73, 75, 
77, 79-80, 83, 85-87, 92 and 96 is a relative term which renders the claim indefinite. 
The term " substantially " is not defined by the claim, the specification does not provide 
a standard for ascertaining the requisite degree, and one of ordinary skill in the art 
would not be reasonably apprised of the scope of the invention. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-4, 8, 10-18, 23-30, 33-40, 42-44, 46, 47-52, 54, 56, 58-63 and 65-68 
are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent No. 
4,682,599 to Konomura in view of U.S. Patent No. 6,660,01 1 to Levinson. 

In regards to claims 1, 28, 34, 47-52, 54, 56, 58-63 and 65-68, Konomura 
discloses a medical device comprising: a proximal handle; an elongated member 2 
having a proximal end, a distal end, and a lumen there between, the proximal end being 
coupled to the proximal handle, the elongated member being sufficiently flexible to 
traverse through tortuous anatomy of a patient's body; an end effector 6 proximate the 
distal end of the elongated member, actuation of the proximal handle 14 causing the 
end effector to perform a medical procedure; and a distal member configured to open 
and substantially close the distal end of the lumen, the distal member defining a flow 
path such that, when the distal member substantially closes the distal end of the lumen, 
the flow path enables a flow communication between the lumen and an outside of the 
elongated member (see Figs. 1 and 2, and Col. 4, Lines 1-14). Konomura is silent with 
respect to a tissue cutting end effector wherein actuation of the proximal handle causes 
the end effector to sever tissue. Konomura teach of wires 6 used for holding or 
fracturing a foreign matter. Levinson teaches of an analogous medical device used for 
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tissue cutting and retrieval. The device consists of a set of wires 20 used for selectively 
cutting tissue within the body (see Figs. 1 and 9). It would have been obvious to one 
skilled in the art at the time the invention was made to have a tissue cutting end effector 
in the apparatus of Konomura to selectively capture, cut and/or retrieve polyps and 
other aggregates of organic tissue from a patient's internal organs as taught by 
Levinson. The apparatus of Konomura and Levinson is inherently capable of 
performing the recited method steps. 

In regards to claim 2 and 35, Konomura discloses a medical device whrein the 
flow path defined by the distal member has a cross-sectional flow area less than a 
cross-sectional flow area of the lumen (see Fig. 2) 

In regards to claims 3-4 and 36, Konomura discloses a medical device 
including a port 10 which is in fluid communication with the lumen and comprises a fluid 
supplying member for supplying fluid to the port (see Col 3, Lines 20-25). 

In regards to claims 8 and 38, Konomura discloses a medical device wherein 
the end effector includes a snare loop 6 (see Col. 3, Lines 8-16). 

In regards to claims 10-13 and 37, Konomura discloses a medical device 
wherein the distal member includes a sealing member 7. At least a portion of the distal 
member has a frusto-conical shape for substantially closing the lumen. The distal 
member includes a base portion and a head podion, the base portion having an outer 
diameter substantially the same as an inner diameter of the lumen, the head portion 
having an outer diameter greater than the inner diameter of the lumen. Also, the distal 
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member includes a plate member having an outer diameter substantially the same as 
the inner diameter of the lumen (see Col. 3, Line 64 - Col. 4, Line 1 3). 

In regards to claims 14-15, Konomura discloses a medical device wherein at 
least a portion of the flow path has a cross-sectional flow area smaller than that of at 
least one of an inlet and an outlet of the flow path (see Col. 4, Lines 36-68). 

In regards to claims 16-18, 39-40 and 42-44, Konomura discloses a medical 
device wherein the distal member connects to the end effector at a distal end of the end 
effector and the distal member is movable relative to the lumen and is configured to 
substantially close the lumen when the end effector retracts (see Fig. 1 and Col. 4, 
Lines 1-14). 

In regards to claims 23-27, Konomura discloses a medical device wherein the 
distal member is fixedly connected to a distal end of the elongated member and wherein 
the flow path has an inlet opening in a direction transverse to a axis of the annular body 
and an outlet opening in a direction substantially parallel to the axis of the annular body 
(see Fig. 6) 

In regards to claims 28-30, Konomura discloses a medical device wherein the 
handle includes a stationary part 15 and movable part 14. Further comprising a control 
member 5 having a proximal end coupled to the movable part and a distal end coupled 
to the end effector so that actuation of the movable part relative to the stationary part 
enables movement of the end effector for performing the medical procedure (see Fig. 1 
and Col. 3, Lines 26-47). 
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In regards to claim 33 and 46, Konomura discloses a medical device wherein 
the distal member defines a plurality of flow paths (see Fig. 5). 

Claims 5-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 4,682,599 to Konomura in view of U.S. Patent No. 6,660,01 1 to Levinson in 
further view of U.S. Patent No. 5,599,324 to McAlister et al. 

In regards to claims 5-7, Konomura and Levinson disclose a medical device but 
are silent with respect to a fluid supply member (syringe) for supplying fluid to the port, 
an interlocking member and fluid chamber sealed from a portion of the handle. 
McAlister et al. teach of an analogous device in which a physician can attach a syringe 
or other device to the second entry port 31 and force a contrast agent through the 
passage 35, the central volume 33 and the lumens 23 and 24 in parallel to be 
discharged where the lumens 23 and 24 exit the distal end 17. The seals formed 
between the tube 36 and the handle 12 and between the tube 36 and the catheter tube 
1 1 around the guidewire 22 assure isolation of the guidewire lumen 22 (see Col. 5, 
Lines 13-22). It would have been obvious to one skilled in the art at the time of the 
invention to include a fluid supply assembly in the device of Konomura and Levinson so 
if it is necessary to relocate the distal tip 20, there is no need to remove the guidewire 
as taught by McAlister et al. 

Claims 19-21, 41, 57, 83-86, 90-92 and 94-96 are rejected under 35 U.S.C. 
103(a) as being unpatentable over U.S. Patent No. 4,682,599 to Konomura in view of 
U.S. Patent No. 6,660,011 to Levinson in further view of U.S. Patent No. 6,517,539 to 
Smith et al. 
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In regards to claims 19-21, 41, 57, 83-86, 90-92 and 94-96, Konomura and 
Levinson disclose a medical device but are silent with respect to the distal member 
connected to the proximal end of the end effector. Smith et al. teach of an analogous 
device having a distal member 96 fixedly secured to proximal end of the end effector 24 
(see Figs. 12-13). It would have been obvious to one skilled in the art at the time the 
invention was made to include a fixedly secured distal member in the apparatus of 
Konomura and Levinson in order to provide greater control over the end effector as 
taught by Smith et al. The apparatus of Konomura and Levinson would then be 
inherently capable of performing the recited method steps. 

Claims 31-32, 45, 53 and 64 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 4,682,599 to Konomura in view of U.S. Patent No. 
6,660,01 1 to Levinson in further view of U.S. Patent No. 5,575,694 to Hawkins et al. 

In regards to claims 31-32, 45, 53 and 64 Konomura and Levinson discloses a 
medical device but are silent with respect to an electrical connector for receiving cautery 
current from a power supply source. Hawkins et al. teach of an electrical connector for 
attachment to a cauterizing endoscopic snare (see Col. 2, lines 57-67). It would have 
been obvious to one skilled in the art at the time the invention was made to include such 
an electrical connector in on the device of Konomura and Levinson in order to provide 
the snare loop with an electrical current and therefore assist in surgical procedures, as 
taught by Hawkins et al. and is well-known in the art. The apparatus of Konomura and 
Levinson would then be inherently capable of performing the recited method steps. 
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Claims 47, 59, 69-82, 87-89 and 93 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 4,682,599 to Konomura in view of U.S. Patent No. 
6,660,01 1 to Levinson in further view of U.S. Patent No. 6,960,182 to Moutafis et al. 

In regards to claims 47, 59, 69-82, 87-89 and 93, Konomura and Levinson 
discloses a medical device comprising: a proximal handle; an elongated member 2 
having a proximal end, a distal end, and a lumen there between, the proximal end being 
coupled to the proximal handle, the elongated member being sufficiently flexible to 
traverse through tortuous anatomy of a patient's body; a tissue cutting end effector 
proximate the distal end of the elongated member, actuation of the proximal handle 14 
causing the end effector to sever tissue; and a distal member configured to open and 
substantially close the distal end of the lumen, the distal member defining a flow path 
such that, when the distal member substantially closes the distal end of the lumen, the 
flow path enables a flow communication between the lumen and an outside of the 
elongated member. Konomura and Levinson are silent with respect to wherein at least 
a portion of the flow path has a cross-sectional flow area smaller than both a cross- 
sectional flow area of an inlet of the flow path and a cross-sectional flow area of an 
outlet of the flow path. Konomura teach that the number of eopnings is not limited and 
that a plurality of openings may be formed through which fluid may be passed (see Col. 
4, Lines 36-65). Moutafis et al. teach of a variety of analogous surgical instruments for 
forming a liquid jet, which are useful for a performing a wide variety of surgical 
procedures. Moutafis et al. teach of a nozzle capable of having a large variety of 
configurations and cross-sectional flow paths to effect the outputted fluid (see Cols. 21 
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and 22 and Figs 3a-e). It would have been obvious to one skilled in the art at the time 
the invention was made to vary the cross-sectional flow area in the apparatus of 
Konomura and Levinson in order to have greater control over the outputted flow of fluid 
as taught by Moutafis et al. 

Response to Arguments 

Applicant's arguments filed May 3, 2006 have been fully considered but they are 
not persuasive. 

It is noted that claim 93 was not addressed in the previous final rejection mailed 
March 6, 2006, even though the claim was indicated as being rejected in the Office 
Action Summary. Although the claim was not individually addressed, the limitations of 
the claim were addressed in the previous action since the claim is nearly identical to 
claim 89, which was rejected. 

In response to applicant's argument that there is no suggestion to combine the 
references, the examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or in the knowledge generally available to one of ordinary skill in 
the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988) and In re 
Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, Levinson 
teaches of an analogous medical device combining a tissue cutting snare and a basket 
retriever in one device to cut and retrieve tissue. The device consists of a set of wires 
20 used for selectively cutting tissue within the body (see Figs. 1 and 9). It would have 
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been obvious to one skilled in the art at the time the invention was made to have a 
tissue cutting end effector in the apparatus of Konomura to selectively capture, cut 
and/or retrieve polyps and other aggregates of organic tissue from a patient's internal 
organs as taught by Levinson. Furthermore, because Konomura teach of wires 6 used 
for holding or fracturing a foreign matter it would have been desirable to one skilled in 
the art to use a set of wires 20 in the device of Konomura to selectively cut tissue within 
the body as taught by Levinson to assist in fracturing the foreign matter for removal, 
which is an objective of the device of Konomura. 

In response to applicant's argument that the examiner's conclusion of 
obviousness is based upon improper hindsight reasoning, it must be recognized that 
any judgment on obviousness is in a sense necessarily a reconstruction based upon 
hindsight reasoning. But so long as it takes into account only knowledge which was 
within the level of ordinary skill at the time the claimed invention was made, and does 
not include knowledge gleaned only from the applicant's disclosure, such a 
reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 
1971). 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Matthew J. Kasztejna whose telephone number is (571) 

272- 6086. The examiner can normally be reached on Mon-Fri, 8:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda CM. Dvorak can be reached on (571) 272-4764. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, conta^4he-Eje}± : Qqic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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